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Amendment dated June i !, 2007 

Reply to Office Action of February 9, 2007 

RE-MARKS 

Status of the Claims 

Claims 1-9 and 12 and arc current!} pending n the tppli i >n. Claims 1-12 stand- 
rejected. Claims 7 and 12 have been amended as set forth herein. Claims 10 and 1 1 have been 
cancelled herein. All amendments and cancel fa S v tre m k viihoul prejudice or disclaimer. 
No new matter has been added by way of the present amendments. Specifically, the amendment 
to claim 7 is supported by the specification at, for instance, page 8, lines 2-8. Claim 12 has been 
amended to change its dependency from cancelled, claim 11 to amended claim 7, 
Reconsideration is respectfully requested. 

Rejections Under 3S U.S.C § 112, Second Paragraph 

Claims 10-12 stand rejected under 35 U.S.C. § 112, second paragraph, for failing to 
particularly point out and distinctly claim the subject matter which Applicants regard as the 
invention. (Sec. Office Action of February 9, 2007, at page 2. hereinafter "Office Action''). 
Claims 10 and 11 are cancelled herein without prejudice or disclaimer, thus obviating the 
rejection as to these claims. Applicants traverse the rejection as to claim 12 as set forth herein. 

The Examiner states that the claims are indefinite for reciting amino acid homology 
without reciting a se i which ^ u hould be compared 

The Examiner's attention is drawn to recent US legal precedent which holds that a 

specification need not contain a , cc In where . . _> don is directed to sequences 

that are well known in the art. (See, Faulkner v. fngiis, 79 U.S.P.Q.2d 1001, 1008 (Fed. Cm 

2006), stating, "Indeed, the forced recitation of known sequences in patent disclosures would only 
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add unnecessary bulk to the specification. Accordingly we hold that where, as in this case, 
accessible literature sources clearly provided, as of the relevant date, genes and their nucleotide 
•sequences {here 'essential genes'), satisfaction of the written description requirement does not 
require either the recitation or incorporation by reference (where permitted) of such genes and 
sequences."). 

The presently claimed invention is directed to a process for producing an antibody 
wherein a nonhuman animal with Fas function defects is immunized with a human antigen which 
has homology of 90% or more at the amino add sequence level to a homolog protein of the 
nonhuman animal to be immunized. Thus, the presently claimed invention is not limited to any 
specific protein. The Inventors herein have discovered a process by which an antibody may be 
produced in a mouse against a human protein which has a highly homologous protein in the 
genome of the mouse producing the antibody. Normally such a process presents djffieuMes 
Since die mouse Immune system may generate antibodies that may bind to its own proteins and 
be detrimental to the mouse s heall ese types of 

antibodies may be produced by using MRL/lpr mice. Thus, a protein used to generate antibodies 
in an MRL/lpr mouse is not limited to any specific protein - it may be any protein that has a 
highly homologous mouse protein. 

Reconsideration and withdrawal of the ihdefinitcness rejection of claim 12 are 
rs sr. Lt \ e( 
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Rejections Under 35 U.S.C § 102(b) 

Kayagaki et aL KP 0872488 

Claims 7-10 stand rejected under 35 U s <. * 102 M s hang a ur o k v „.vie, 
ah, EP 0872488 (hereinafter referred to as "Kayagaki et. a!."). Office Action, at page 2). 
Claim 10 has been cancelled herein without prejudice or disclaimer, thus obviating the rejection 
as to claim 10. Applicants traverse the rejection as to claims 7-9 as set forth herein. 

The Examiner states that Kayagaki et al. disclose a method for producing an anti-Fas 
Ijgand antibody eoi touse wit! s ct cts with a Fas 

ligarid expressed protein as an antigen. (M). 

llowever., amended claim 7 now recites, "A process for producing an antibody 
comprising immunizing a nonhuman animal vvitli Fas function defects with a human antigen 
which has homology of 90% or more at the amino acid sequence level to a homolog protein of 
the nonhaman animal to be immunized/' Thus, as amended, Kayagaki et al. fail to disclose each 
and every element of the presently claimed invention, especially the limitation concerning a 
homology of 90% or more compared to the antigen and any possible mouse homolog thereof. 

"A claim is anticipated only if each and every element as set forth in the claim is found, 
either express] y or inherently described, In a single prior art reference.'" (See, Verdegaal Bros. v. 
Union Oil Co. of California, 814 F.2d 628, 631, 2 U.S.P.Q.2d 1051, 1053 (Fed. Cir. 1987)). 
Since Kayagaki et al do not disclose all elements of the presently claimed invention. Kayagaki 
et al. do not antic i p i aimed invention. 

Dependent claims 8 and 9 am not anticipated as, inter alia, depending directly or 

indirectly from a non-anticipated base claim, claim 7. 
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No. 6,235,714 

v ms ~~i ' i a i /^ILSff c ^ \n r n k J m I au er a 

U.S. Patent No. 6,235,714 (hereinafter referred to as "Paul et ah"). (.See, Office Action, at page 
3). Claims SO and i 1 have been cancelled herein without prejudice or disclaimer, thus obviating 
the : rejection as to claims 10 and IS. Applicants traverse the rejection as to claims 7-9 and 12 as 
set forth herein. 

The Examiner states thai Paul et ah disclose immunization of MRL/lpr mice with an 
antigen such as EGFR, TNFoc, and IL-ip to generate catalytic antibodies. (Id,), The Examiner 
further states that the homology of these proteins between human and mouse is 90% to 94% or 
higher. (M)- 

However, amended claim 7 now recites, "A process for producing an antibody 

comprising immunizing a nonhumaa. animal with Fas function defects with a human antigen 

which has homology of 90% or more at the amino acid sequence level, to a homolog protein of 

the nonhumaa animal to be immunized." Thus, as amended, Paul et al. fail to disclose each and 

even,- element of the presently claimed invention, especially the limitation concerning a 

homology of 90% or more compared to the antigen and any possible mouse homolog thereof. 

t > * I i j hed 1 s Exhibit A s m I i «ng the 

percentage homology between human and mouse ltG.FR, TNFct and IL-p. Applicants find that 

these proteins are 78%, 87% and 78% homologous, respectfully. Thus,, all antigens to which 
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antibodies were generated in Paul et al are lower than 90% homologous between human and 
mouse. Therefore, Paul et al. do not disclose all of the limitations of the presently claimed 
invention and cannot anticipate the present!} el limed invention, especially as recited in amended 
claim 7. 

A claim s each a every element 5 the claim is found, 

either expressly or inherently described, in a single prior art reference/' (See, Verdegaal Bros, \* 
Union Oil Co. of California, 814 F.2d 628, 631, 2 U.S.P.Q.2d 1051, 1053 (Fed. Cir. 1987}). 
Since Kayagaki et al. do not disclose all elements of 'the presently claimed invention, Kayagaki 
et ai. do not anticipate the presently claimed invention. 

Dependent claims 8, 9 and 12 are not anticipated as, inter alia, depending directly or 
indirectly from a non-anticipated base claim, claim 7. 

Reconsideration and withdrawal of the anticipation rejection of claims 7-9 and 12 are 
respectfully requested. 

Rejections Under 35 U.S.C. § 103(a) 
Kayaga ki et al. & Fu et al. 

Claims 7 and 1042 stand rejected under 35 U.S.C, § 103(a) as being unpatentable over 
Kayagaki et al in view of Fu et al. Science 297:2006-2008, 2002 (hereinafter, "Fu et al.'"). (See, 
Office Action, at page 3). Claims 10 and 11 have been cancelled herein without prejudice or 
disclaimer, thus obviating the rejection as to claims 1 0 and IF Applicants traverse the rejection 
as to claims 7-9 and 12 as set forth herein. 



Birch, Stewart Kolasch & Birch, LLP 



8 



GMM m/mu3 



Application No. 10 526,372 BocketNo.; 1254-0274PUSI 

Amendment dated June I ) , 200? 

Reply to Office Action of February % 200? 

The Examiner states that Kayagaki et al. do not disclose or suggest an antigen having 

high homology of between 90% and 94% between mouse and human, (Id). However, the 

Examiner states that Fu et al. disclose or suggest that mice deficient in either Fas receptor or Fas 

ligand do not delete autoreactive B cells, (Id.). The Examiner further states that it would have 

been obvious to one of ordinary skill in the art to substitute the Fu et al. mouse to generate 

antibodies to highly homologous proteins according to the method of Kayagaki et al. (Id. at page 

4). 

Applicants will submit a verified English language translation of the priority document 
PCT/JP02/08998 following this reply. Thus, the effective filing date of the presently claimed 
invention of September 4, 2002 will predate the publication date of Fu. et al. (September 20, 
2002). Thus, Fu et al. will not be available as prior art. 

Thus, as admitted by the Examiner, Kayagaki et al. do not disclose or suggest all of the 
limitations of the presently claimed invention. Therefore, the Examiner has failed to establish a 
pi in a ' a ie case of obvioi s c < >ect to at least amended claim ?, 

Since no specific reasoning is provided for the rejection of dependent claim 12, claim 12 
is also believed to be non-obvious for, inter alia, depending from a non-obvious base claim* 
amended claim 7. 

Reconsideration and withdrawal of the obviousness rejection of claims 7 and 12 are 
R spectful!} requested. 
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Kayagaki et al.. Fu et al & Veugelers et a!. 

Claims 1-5 ; ider 35 U.S.C. § 103(a) as be < < j 

et al. in view of Fa et al., and further in view of Veugelers et al, J, Biol Ckem., 274{38):26968- 
26977, 1999 (hereinafter, "Veugelers et al."). (See, Office Action, at page 4). Applicants 
traverse the rejection as set forth herein. 

The Examiner states that neither Kayagaki et ah nor Pu et ah disclose or suggest the use 
of glypican protein as an antigen, (hi). However the Examiner finds this limitation in 
Veugelers et al. which discloses or suggests that glypican-6 .has 96% identity between mouse and 
human and that it would have been obvious to one of ordinary skill in the art to combine the 
disclosures of all three references to produce antibodies of glypican protein using Applicants' 
claimed methods. 

However, as discussed above. Applicants will submit a verified English language 
translation of the priority document PCT/JP02/08998. Thus, the effective filing date of the 
presently claimed invention of September 4, 2002 will predate the publication date of Fu et ah 
(September 20, 2002). 

Thus, as admitted by the Examiner, Kayagaki et al. do not disclose or suggest al! of the 
limitations of the presently claimed invention. Therefore, the Examiner has failed to establish a 
prima facie case of obviousness with respect to independent claims 1 and 2. 

Since no spe< " * ^ 1 >g is provided fo the rejection of dependen claims 3-5. claim 
3-5 are also believed to be non-obvious for, inter alia, depending from a non-obvious base claim, 
c! si as I and 2. 
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Kayagaki et y L &. 3/j tge crs J 

Claims 1-56 stand rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Kayagaki et ai. in view of Fu et al, and further in view of Veugelers et ai. (See, Office Action, 
at page 4). Applicants traverse the rejection as set forth herein. 

As already discussed above, Applicants will submit a verified English language 
translation of the priority document PCT/JP02/08998 so thai the effective filing date of the 
presently claimed invention will be September 4, 2002, which predates the publication date of Fu 
et a!. (September 20, 2002). 

thus, as admi tted by the Examiner, Kayagaki et al. do not disclose or suggest all of the 
limitations of the presently claimed invention. Therefore, the Examiner has failed to establish a 
pi > ? 1 v, « ca sof< bviousness with respect to indep rr, 

Since no specific reasoning is provided for the rejection of dependent claims 3-6, claim 
3-6 are also believed to be non-obvious for, inter alia, depending from a non-obvious base chum, 
claims 1 and 2. 

Reconsideration and withdrawal of the obviousness rejection of claims 1-6 are 
request.ee 
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CONCLUSION 

If the Examiner has any questions or comments, piease contact 'Thomas J. Siepmanm 
Ph.D.. Registration No 57,374, at the offices of Birch, Stewart, Koiasch & Birch, LLP. 

If necessary, the Commissioner is hereby authorized in this, concurrent, and future 
replies, to charge payment or credit any overpayment to our Deposit Account No. 02-2448 for 
any additional fees required under 37 C.F.R. § 1,16 or under § LI 7; particularly, extension of 
time lees. 



Dated: June 1 1, 20(57 (Monday) 



sspecti 1 - ) e 3 



( ie i 
v «u 

BIRCH, SI : W\R > v >, \sC I & BIRCH, LLP 
81 10 Gatehouse Road 
Suite 100 East 
P.O. Box 747 

Falls Church Virginia 22040-0747 
(703) 205-8000 
Attorney for Applicants 



Attachments: hxhibii A - sequence alignments of mouse and human EGFR, TN.Fo and IL-lp 
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